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510(k) Summary of Safety and Effectiveness in accordance with
21 CFR Part 807, Subpart E, Section 807.92.

21 CFR 807.92. Subsection a

1. Submnitter's information

IlIitachi Aloka Medical, Ltd.
10 l'aij field Boo levard
Wallinglbord. CT 06492-5903

Contact:
Angela Van Arsdale
RA/QA Manager

Telephone: (203) 269-5088 ExI: 346
Fax Number: (203) 269-6075

D~ate Precpared: December 18. 2013

2. lDevice / Common!I Classification Name / Classification IProduct Code:

Device Propr ietary 'Name - Arietta70 / Ar iettaS70/ AriettaV7O Diagnostic Ultrasound System
Common name - Diagnostic Ultrasound System and lransducer's
Classification name - Sy stem, Imaging, Pulsed Doppler, Ultrasonic
Classification: Class 11
Pr odUCt Code: 90-IYN 892.1550 Ultrasonic P'ulsed Imaging System

90-IYO 892.1560 Ultrasonic Pulsed E cho Imaging System
90-ITX 892.1570 Diagnostic Ultrasound Transducer

3. Legally Marketed predicate Device(s):

Hlitachi HIl VISION Ascendus Diagnostic Ultrasound Scanner [K! 1067311
Hlitachi Prosound F75 Diagnostic Ultrasound Scanner [K 123828]

4. Device Description:

An ultrasound diagnostic system Nvith the folowying leatUres:
" Ultrasound transducer(s) - to generate the transmitted ultrasound energy and detect the rellected echoes
o Ultrasound transducer accessories (standard and optional) - to maximize functional usage of transducer(s)

in various modes of operation
o A computer system - to control the transducer and analyze the signals resulting from the reflected echoes

o A ide moitor with optional image recorder - to display the computed iniage or derived Doppler data

5. Indication tor Use:

The I litachi Aloka Medical. Ltd. Arietta7fl/ AriettaS70 /AriettaV7O is intended tbr use by trained personnel (doctor,
sonographer. etc.) lor the diagnostic Ultrasound evaluation of Abdominal. Cardiac. Inira-operative. Fetal. Pediatric.
Small Organ. Peripheral vessel. Biopsy, Trans-rectal, Trans-vaginal. Musculoskeletal. Neonatal Cephalic. Adult

Cephlic Enoscp ,Inta-lrnial.Gyncolgy. Urology and Laparoscopie clinical appi ications.

The Modes of'Operation are B mode. M mode. P1W mode (pulsed Wave Doppler). CW mnode (Continuous Wave
Doppler), Color Doppler. Amplitude Doppler (Color Flow Angiography). TDI (Tissue Doppler Imaging). 3D
Imaging. 4D Imaging, Real Time Tissue Elastography. and Real Time Virtual Sonography.
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Hitachi Aloka Medical, Ltd.

6. Comparison to predicate device:

The Hitachi Aloka Medical. Ltd. Arictta70 IAriettaS70 /AriettaV70 Diagnostic Ultrasound device is technically comparable.
and substantially equivalent to the 1ll VISION Ascendus IDiagnostic Ultrasound Scanner [KI 1106731 and I litachi Prosound
F75 Diagnostic Ultrasotund Scanner [K 123828J. The subject and predicate systems are track 3 systems that incorporate the
same fundamental and scientific technologies. Both the subject and predicate device systems have the same intended use/
indications for use.

Subject Predicates

Hitachi Aloka
Medical, Ltd. Hii Vision P 7
Arietta 70*! AscenduA S K 123828
Arietta S701/ K 110673

Function Arietta \V70*
Color Flow N x

TDI (Tissue Doppler Imaging) N x x

Trapezoid x x x

Measurement function x x x

Dual Doppler x N N

Marking assist display x X NA

Real-time Doppler Auto Trace x x x

Spatial Compound x x x

PAM (Free Angular M-Mode) X N N

III RE/AlIP N XN

EvebaIlEF N N NA

DSI) (Dynamic Slow motion D~isplay) x NA A

(:111/ Cr111 N N x

EPV (Extended Field of View) x x N

Stress Echo N N

DICOM X X x

DICOM SR N N N

DICOM QR x x x

Real-time Tissue Elastography N x N

RVS (Real-time Virtual Sonography) x x NA

Picture in Picture x X NA

Freehand 31) NN N

Real-time 3D x N N

3 1) STI C N x x

Automated IMT measurement N x N

Automated NT measurement x NAX
EIT (eTrucking/ echo Tracking) x NA

FMD (Flow Mediated Dilatation) N NA x
WI (Wave Intensity) x NAN

*'lhle Hitachi Arietta 70!/ Ariefta S70 / Arietta V70 are ex\actly the same with the exception of different color outer shell,
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Hitachi Aloka Medical, Ltd. t y C 4
2 1 CFR Part 807.92..Section b

1. Non-clinical Testing

No new hazards were identified with the subject device. The subject device and its transducers have been evaluated
for acoustic output. biocompatibi lily, cleaning & disinlt'ction effectiveness. elcrmgei opatibility. as well
as electrical and mechanical salety. and have been Ihund to contbrni to applicable medical device safety standards.

2. Clinical testing:

None required

3. Conclusions:

The Hitachi Aloka Medical. Ltd. Arietta0/ AricttaS7O/ AriettaV7fl Diagnostic Ultrasound scanner is substantially
equivalent in safety and effectiveness to the predicate device:

* The subject and predicate device(s) are both indicated fir diagnostic ultrasound imaging and fluid flowv
analysis.

" The subject and predicate device(s) have the same gray' scale and Doppler capabilities.
* The subject and predicate device(s) have the same essential technology for imaging. Doppler functions, and

signal processing.
* The subject and predicate device(s) have acoustic level below the"Track 3 F'DA limits.
* The subject and predicate device(s) are manufbetured in accordance to FDA 21 CE-R 820 Quality System

Regulations.
* 'The subject and predicate dev ice(s) are designed and manufitetured to the same electrical and physical

safiety standards.
* The subject and predicate device(s) are manufactured with materials that have been tested in accordanc to

ISO 10993-1: all biocompatibility testing has been conducted in accordance to each component material
characterization, type of body contact, and duration contact risk profile.

* The subject and predicate device(s) are designed to be re-usable and provide instructions for cleaning.
disinfection, and sterilization in the Ulltrasound systemi and transducer manuals.

[NI) OF SUMMARY
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Hlealth Service

4~ 10903 New Hampshire Avenue

March 28, 2014
Hitachi Aloka Medical, Ltd. (Hitachi Aloka Medical America)
% Ms. Angela Van Arsdale
RA/QA Manager
1O Fairfield Blvd.
WALLINGFORD CT 06492-7502

Re: Kl1340l6
Trade/Device Name: Arietta7 / AriettaS70 / AriettaV7O Diagnostic Ultrasound Scanner
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: TYN, IYO, ITX
Dated: January 24, 2014
Received: January 29, 2014

Dear Ms. Van Arsdale:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the Arietta 70/Arietta S70/Arietta V70 Diagnostic Ultrasound Scanner, as described in
your premarket notification:

Transducer Model Number
C251 C41VI C41V
CC41IR R41R C42T
L64 S12 VC34
VC41V C41IL47RP UST-2265-2
UST-5293-5 UST-52126 C41
C42 C35 C22P
C25P C41RP C42K
L34 L441 L55
L46K S31 S31KP
VL54 UST-2266-5 UST-541 8



Page 2-Ms. Van Arsdale

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Pants 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Pant 807); labeling (21 CFR Pant 80 1); medical device reporting (reporting of medical
device-related adverse events) (2) CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable. the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CER 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),.please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7100 or at its Internet address
littn)://www.l'da.pov/MedicalDeviccs/ResotircesforYori/Ilndtistr-v/defaulIt.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21CFR Pant
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CPR Part 803), please go to
htti)://ww.fda.gov/MedicalDeviccs/Sat'ctv/RcnornaProblcim/dctatil(.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.pov/Med icalflevices/ResouircesforYou/Industrv/default.htmn.

Sincerely yours,

for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



510(k) Number (flhtow?)
K 134016

Device Name
itachi Arieta7O/AriettaS7OfAricnaV7O Ultrasound Diagnostic System

Indications for Use (Describe)
TMe Hitachi Aloka Medical, Ltd. Ariedta7O/ ArieutaS7O /AriettaV7O is intended Ibr use by trained personnel (doctor, sonographer, etc.)
for the diagnostic ultrasound evaluation of Abdominal, Cardiac, Intrat-opemative, Fetal, Pediatric, Small Organ, Peripheral vessel,
Biopsy, Trans-rectal, Trans-vaginal, Musculoskeletal, Neonatal Cephaic, Adult Cephalic, Endoscopy, Intra-lurninal,
Gynecology, Urology and Laparoscopic clinical applications.

The Modes of Operation are B mode, M mode, PW mode (Pulsed Wave Doppler), CW mode (Continuous Wave Doppler), Color
Doppler, Amplitude Doppler (Color Flow Angiography). ThI (Tissue Doppler Imaging). 3D Imaging, 4D Imaging, Real Time Tissue
Elastography, and Real Time Virtual Sonography.

Type of Use (Select one or both, as applicable)

[0 Prescription Use (Part 21 CFR 801 Subpart D) 0 Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

Concurrence of Center for Devices and Radiological Health (CDRH) (Sign ature)

FORM FDA 3881 (1114) Page Ilof 2 f~...n.04)7



This sectin applies only to requirements of the Paperwork Reduction Act of 1995.
*D0 NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.'

The burden time for this collection of Information Is estimated to average 79 hours per response. Including the
time to review Instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Departmnent of Health and Human Services
Food and Drug Administration
Office of Chief Infonmationi Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fdahhs.gov

'An agency may not conduct or sponsor, andsa person is not required to respond to, a collection of
Information unless It displays a currently valid 0MB number"

FORM FDA 3881 (1114) Page 2 of 2



Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE IFORM

DeviceName: Hitachi Arietba 70 1 Ariettia S70 / Arielta V70
Intended use: Diagnostic ultrasound imaging or fluid flowv analysis of the human body as follows:

Clinical Application Mode of Operalion ______

General Specific B M FWD CWD Color Combined- Other--
(Track I only) (Tracks I & 1ll) Doppler (SpecinSe.

Ophthalmic Ophthalmic
Fetal P P P P P P P

Fetal Imaging Abdominal Pa Pa Pa Pa Pa Pa Pa
& Other lntint-opensiive (Spec.) Pth Pb Pb PIN Pb Pb

Iniro-operative (Niuro 1 P, I P P p P P,

Laparoscopic P P P P P P
Pecdiatric 1, p I' P P 1, P
Small Organ ISMe Pd I'd I'd I'd d I'd I'd P
Neonatal Ctptialic P, P P_ P P P P
Adult Ctphalic P p p p p P, P
I runs-rectal Ph Ph Ph Phi Pht Ph

Trwns-vaginail Pf Pf Pf P1 PI Pt'
Trans-urethral _______

Traiss-csopli. (non-Cord.) P P P P P P
Museulo-skel. (Convent.) P P P P P P
Musculo-sklcl (Superlic.) P P P P P P
Intra-luminol __________________

______ ~Other (spec ) _ _ _ _ _ _ _ _

Cardiac Adult P P P P P P P
Cardiac Cardiac Pediatric P P 1, P P P, I

Trans-csophageal (card.) P P P P P P P
Other (spot.) ______

Peripheral PeiperlQ vessl P P P P P P P
vessel Ote(spec.) P P P P P P

N =new indication. P =previously clearc i in K 123828 and K 130308
-Combination of each operating mode, B. M, PW D. CW D and Color Doppler.
-'Amplitude Doppler (Color Flow Angiographty) Tissue Doppler Imaging, 3D Imaging. 4D Imaging. Real Time Tissue £lasiognphv. Real Time
Virtual Sonogoaphy

Additional Comments:
Subscript "a": Includes imaging for guidance ofpercutaeous biopsy' ofobdominal organs and structures (including amniocentis)
Subscript "b": Includes imaging or organs and Structures exposed during surger

(excluding neurosurget)- and laparoscopic procdures)
Subscript "t Includes thyroid. pamiiltroid. breast, scrotum, and penis
Subscript 6. Includes thy' roid. parathvroid. breast. scrotum, peis, and imaging for guidance ol biopsy
Subscript "c Includes imaging hor guidance of ts-rctal biolpsy
Subscrip .I" Includes imaging for guidance or trans-vaginal biopsy.
Subscript 'g kir pcdiatric patients
Subscript hI" Includes imaging I-r guidanice of tris-rectal biopsy.
Prescription Use Onfr (Per 2) F MTi. IN,0)

(PLEASE DO NOT WRITEi BLiOW TIllIS LlNE-CONllINUll ON ANOr1I IER PAGE IF: NEEDED)
Concurrence of CDRII. Office ol/In Vitro D~iagnosics and Radiological Health (UIR)

(Division Sign-Oft)
Division urRadiological I Icalth

Office of fin Vitro Diagnostics and Radiological HeIalth

5 1 (k) _Page 2 of 32
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I Iitktchi Aloka Medical, Ltd.

1)1AC NC S'F I CU.) L RA SOC N 1)ND C)(AF IC N SFOR USEFORM

Device Name: Hitachi Ariella 701 / Arietta S70 / Arietta \V70

Transduer: ('251I
Intended use: Diagnostic ultrasound 11imaing1 or lu11l loM nly\Sis O'l) he 11human body as loilims

Clinial Applicatin Mode of Operation

6cneral Speciliv 13 It PW) (WI) Color Combied' Giber"

(Track I only) (Trick, I & 111) Doppler I Speci I Spec.)

Ophthalimic Ophthalmic __________________________

etal I'la,ntiiti Abdonunul Is 1..1Ja.: . 1 'a P.la..... Il

rui-ptIii Neur I

small Orgall (Spc. I 1'll Id I'd I'd__ I'd.....s.......s...... LL....
Neonatal Cephualic __________________________

I rans-rec cal

Trnns-%aginal __________________________

"rans-ureciral

Iraitsesoph. (;u... m-ard.) ___________

'1usculo-skdc (Convent. i __________________________________

Nluselti-ske (Stiperfle)_________ ________

Itutra- luniiiati

Olie (spec I________ )________ ________

(ard-ic A111111_______ __________ __________

Cada (arliaic edImallc

le letl I ensilteit I 'cot-c I

Vessel OterL~p. ________ _______

N -lie,, unuiii 11 presiously cleaotd in KI 10673
-Coinhinaiun oirach tuperaltui; node. it. M. I), and Ciluir IDopplcr
-Aniplittide Dtoppler (Color How Aiihllnrtupl,1 . ILl isuetppler Imatging. 31) Imnaginig. Real l ime Virtual Sonuyraphe

.Addliii... aI (Ai liIs

Subscripi 'ui" Includes maiging, Ion gtuidanuce of pencuitiielIu... hiijss flluiiil lutuais aind stituci (Iicludliiii liliicLoniemi)

Subscript "b': Includes finiging of organsu antiriuctuires cxpsedl during stingers)

I CsCl tding iuisturgi i arid laparoseopic pioccd ires).

Subscript V " IluIodes thyrioid, pa ratluvm d, breast. scnotitissand pevnis.

Subscript "d: Includes thy riu, p;%mihiytuid. breast, scaonuus. pouts, and 0iusagitg Or giiIMee Of biopsy,

Sulbscript ' Incltude, isioging Ior , -iodance tif rans-reegl hiiups
Stboerupi T Iludes, unlu.inV r tildatie or trtinin1ii biopsy

S'ubseripi *g: For d ptia ,I itcotis

Su~bifpt -h'" Includes inua3glig kir gitalarice or Irns-neeial iopsy

I'res,qa..... Ikev (hul O'r1 C/ "I-k f M- I19)

(11 17 LAS E71DO NO'' ITI "Ii I 1q.0A W TI I I S LI N [.:-CON NFIN I. I ON AN 0T fIL R PAGi I-* 11: N LIE1 DED)
Concurrence Il I U)M 11. 0 11 ice ol/ I suni Ifgais~sadRdooia I lea It1 (0I 10

(I )i\vision Sieni-O I))
Division lflRadioLgical I lettlth

H ice kI/M I if; 1 1)iagnosties and R adiological I Iettith

Pay.e 3,i 32

SI 10(K) I're mairket N oti ficatLi on - Arietta 70 U It rasounild IDiagriost ic Systemi a nd Probes Pag. e 4



Hitachi Atoka Medical, Ltd.

DIAGNOS'rlCuLTRASOINj)INDICA'FHoNS FOR LISEFORM

DeviceName: Hitachi Arietta 70 / Arietla S70 I Arietta V70
Transducer: C41I
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as rollows:

Clinical Application Mode of Operation _______________

Generail Specific B M PWID CWD Color Combine- Other--
(Track I only) (Tracks 1 & Ill) Doppler (Spec.) (.Spec.

Ophthalmic Ophthalmic ______ _____________

rctal r P P p I P
Feral Imaging Abdominal ______ _____________

& Other Inira-peralie fSpec ______ ______________

Inino-operative I Ncuro ________ ________ ________

La paroscop ic ________ ________________

Pediatric _______________________

Small Organ (Spec. I _____________

Neonatal Cephalic _____ ______

Adult Cephalic ______ ______ ______

Trans-rectal PC- Pc PC PC PC PC
Trans-vaginal Pr pr Pr ________ Pr Pr
Trans-urethral _______________

Trmns-osopli. (non-Card.)I_______ ______

Musculo-skel, (Convent.) _____________

Musculo-skel. (Superfic.) _____________

lntra-luminal _______

Oilher (spoc.)- - -

Cardiac Adult ______

Cardiac Cardiac Pediatric ______

Trans-esophageatl (card) ______ _____________

Other (spec.)

Vesl Ote sedCancooia P P P -- T I 1 P

N =new indication P = previously cleared ut K)1 303N1
-Combination of each operating mode, V. M. PWi). and Color IDoppler

~Amplitude Doppler JColor Flow Angiography), 3D Imaging. Real Time Tissue Elaslograjtv. Real Time Virtual Sonography

Additional Comments:
Subscript *a": Includes imaging for guidance of percutaoneous biopsy of abdominal organs and stieure (including amniocenitesis)

Subscript "b": Includes imaging of organs and structure's expose'd during surgen)
(excluding neurosurgery and laparoscopic procedures)

Subscript 'C': Includes thyroid. paiyroid. breen. scrotum, and penis

Subscrnpt "d". Includes thyroid. parathyroid, breast, scrotum. pis. and imaging for guidance of biopsy.

Subscript "e": Includes imaging for guidance of trans-rectal biopsy

Subscript "I": Includes imaging for guidance of tras-vaginal biopsy
Subscript 'U': For Pediatric patierns
Subscript hb": Includes imaging for guidance of trans-rciat biopsy.

Prescripion Use OnlY (PC, 21 CPA SO). l09)

(PLEASE DO NOT WRITE BEL.OW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence ol CORK lfi.01cc oflIn Vitro Diagnostics and Radiological Hlth (01K)

(Division Sign-Off)

Division of Radiological Health
001fcc of In Vitro Diagnostics and Radiological I lcaith

5 10(k)
Page 4 of 32
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Hitachi Aloka Medical, Ltd.

DIAGNOSTI IJI.LTRASOLJND INDICATIONS FOR IJSEFORM

DeviceNamc: Hitachi Arictta 70 / Arictra S70 I.Arictta V70
Transducer: C41IV
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

ClinicalI Application Mode of' Operation _______ ______

(lenta) spectrac B M W) CWI) Color Combined' Other--
(Track I only) (Tracks 1 & 111) M WDDoppler (Spec.) (Spec.)

Ophthalmic Ophthalmic ______ _______

Fetal P P p P P P
Fetal Imaging Abdinl ____________________ ______

&Other lnmoemv (Spec.) _______ _______________

tnlru-opcrative (Ncuro )
La pa rcscoo ie
Pediatric __________________________

Small Orn,, (Spec.) _____ ______

Neonatal Cophalic __________________________

Adult Cephalic ______________ ______

l'rans-recial PC PC Ile Ile PC PC
Trans-vaginal Pr Pf Pt Pf Pr Pr
Trans-urethral _____ _____ ______

Thins-csoph. (non-Crd.) ____ __________

Musculo-skel. (Convent.) __________________________

Musculo-skel. (Sumfric.) _____________________

Intra-lum inI________ ________________

Oilier (Spec,)______ ____________

Cardiac Adult ________ ________

Cric Cardiac Pediatric _______ _______________

Trans-esophageal (Card.) _____ __________

Olier (spoc.)_ _ _ __ _ _ _

Pphrl Peripheral vessel _____________________

Vesl Other (Spec.) Gynecological P P p p pp

N -new indication. P- previously cleared in K4130308
-Combination of eachi operating mode. 0. M, PIND. and Color Doppler.
$*Amplitude Doppler (Color Flow Angiography). 3D Imaging. Real Time Tissue Elastogouphy. Real Time Virtual Sonography

Additional Comments
Subscript *a': Includes imaging for guidance of paceutaneous biopsy of abdominal organs and structures (including ominaccnless).
Subscript b": Includes imaging of organs and strnuctures c,~poscd during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid. parathvroid. breast, scrotum, and penis.
Subscript "d": Includes thyroid, panithyroid, breast, scrotum, penis, and imaging For guid ance of biopsy.
subscript "e". tncludes imaging ror guidance or trans-rectal bipsy
subscript"'I' Includes imaging for guidance of lrans-vagrnal biopsy
Subscript 'g". For pediatric patients
Subscript 'h- Includes imaging for guidance ofrirans-rectal biopsy.

Prestirplion U-Se On/v (Per 21 CMR 01. 109)

(PLEASE DO NOT WRITE BELOW THIS LlNE-CONTlNtUE ON ANOTHER PACE IF NEEDED)
Concurrence ol CIJRI. Ollice ol In Hlro Diagnostics and Radiological Health (0111)

(Division Sign-Ofl)
Division of Radiological Health

Offce ol/In Vitro Diagnostics and Radiological IlIcaith
5 10(k)

Page 5 of 32
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Hitachi Aloka Medical, Ltd.
DIAGNOSTIC ULTRASOUND INDICATIONS FOR IJSE FORM

DeviceName: Hlitachi Ariclta 70 / Ariella S70 / Arietta V70
Transducer: CC41I R
I nrended use: Diagnostic ultrasound imaging or fluid hlow analysis of' ihe human hody ats froIm *:

ClmInia Application Mode or Operation _____________

General SpxdilW Ii NI PI) (I Color Combined' Obter--
(I rack I olt I I rucks I & Ill) lW) WI oppler (Spkci ( Spe I
Ophthalic t Ophthalmic ________ _______ ________

Fetal P P P P P P
Feal Imaging Abdominal

&Ober Intri-operative (Spe. ______ ______ ______

Incra-operaliiw MNemo.) _______

La pa roscopic
Pediatric
Small Organ (Spec.) ______

Neonatal Cephalk _____ _____

Adult Cephalic ______

Twans-rccist PC PC PC PC PC PC
Trans-vaginal pr Pp Pf PfPf Pr
Trans-urethral
frans-esoph. (non-Card.)
Musculo-skel. (Convent.) _______

Musculn-skel. (Superlie.) ______

jins-turninal _______

Other (spec.) _ _ _ _ _ _ _ _

Cardiac Adult ______ ______ ______

Cardiac Cardiac Pediatic ______

Trans-esophageal (card.) ______ _____________

Other (spec.) ______ ______

Peripheral Peripheral vessel ______ _____________

Vessel O0ther (spec.) ______ ____________

N -now indication P = previously cleared in KI 10673
-Combination of cacls operating mode. B. M, PWD. and Color lWoppler.
$Amplitude 0oppler (Color Hlow Angiogralphy), 31) Imaging. Real lime Tissue Elastogniphy. Real l ime Virtual Sonogruphy

Additioal Comments:
Subscript "a" Includes imnaging for guidance of percutaneous biopsy of abdoninal organs and StnICtures (including amnitweibstei
Subscript 1W Includes imaging or wrganse and strucitires exposed during surgery

(excluding ncurosurgery and laparoscopic procedures).
Subscript "c" Includes thyroid. parrathyroid. breast. scrotum. mid penis
Subscript "d": Includes thyroid. paraihyroid. breast. scrowtn,. penis, and imaging lbr guidance of biopsy.
Subscript "c: Includes imaging for guidance of traits-tectat biopsy
Subserip.v Includes imaging for guidance or trans-vaginal biopsy.
Subscript "g: F&r pediatric patients
Subscript-it: Includes imagitng for guidance or trans-rectul biopsy.
Prsrip~iw, (Ise Onby (Per 21 CFr8 01, 109)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH. Office ot In rvito Diagnostics and Radtoloigicalealth (1

(D~ivision Sign-Off)
Division ol'Radiological I leaith

Office ol'in I ira Diagnostics and Radiological I ealth
5 10(k)_

Page 6 of 32
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

DeviceName: Hitachi Arietra 70 / Arietla S70 / Arietta V70
Transducer: R41IR
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

ClinIa Application Made of Operation _______ ______

General Specific Bi M PWD CWD Color Combined- 0ther-
(Track!I only) (Tracks I & 111) Doppler (Spec.) (Spec)

Ophthalmic Ophthalmic ______ _______

rural
Fetal Imaging Abdominal

&Other Intra-operative (Spe _______

Initr pnnive (NeoI________ ________________

I aIarnscionic

Small Orican (Spit.
Neonatal Cephal ic _________________________

Adult Cephalic ______________

Trans-rectal ' I ' ___ PPI
Trans-vaginal ________

Trnms-uethral
Trans-esoph. (non-Card _______ ______________

Musculo-skel. (Convent _______

Musculo-skel. (Sulocifici _________

Intri-luminal ________ ________

______________Other (spe) _______ ______________

Cardiac Adult _______ ______

Cardiac Cardiac Pediatric _______ ______

Trans-esophlageal (card.) _______ _______________

______________Other (spe.______________

Periphera Peripherall Vessel ______ _______

Vessel Other (spec.)________________ _______

N -new indication. P = previously cleared in KI 30)308
WCoinbinlou of each operating mode. Bi. M. PWD. ottO Color Doppler,
40Anphltrc Doppler (Color Flow Angiographyl. 3D lImaging. Real TiisceTissue Elastography

Additional Comments
Subscript *a": Includes imaging for guidance of percutaneous biopsy of abdominail organs and structures (including amniocentesis).
Subscript b : Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparascopic procedures)
Subscript -c". Includes thYroid. parathyroid. breast. scrotum, and penis.
Subscript "dt: Includes thyroid. parath) raid. breast. scrotlita. pecnis, and imaging for guidance of biopsy.
Subscript ec' Includes imaging for gudneo rasrca iopsN
subseripi fi Includes imaging (hr guidance of trans-voginal bitopsy
Subscript g:" For pediatric patients
Subscript'h *tIncludes im.aging for guidance of trans-rctal biopsy.

P'vscrp'moni 0e On!,- ter 21 CI-R Sir/, 1lV)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence olCIRIl1. 0111cc ofh InIiero Diagnostics and Radiological Health (OIR)

(Division Sign-Ofl)
Division of Radiological Health

0111cc of ir Vhro Diagnostics and Radiological Health
5 10(O)

Page 7 of 32
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

DeviceName: Hitachi Arietta 70 / Arietta S70 / Arietra V7O
Transducer: C42T
Intended use: Diagnostic ultrasound imaging or fluid flowk analysis ol'the human body as follows:

. Clinical Application Mode of Operation _____ ______

General Specific ii NIVPI) CWl) Color Combined- Other--
(I rack I only) ([ racks I & Ill) lmppler (Spc.) (Spec)

Ophthalmic Ophthalmic ____ __________

Fetal ______ ____________

Feit imaging Abdominal ______________ ______

& Other Intrt-opcmativc (Spec.) P P I' P P p
Intra-openative (Neuro.)
Laparsoeic _ _ _

Pediatric
Small Organ (Spec.) ______

Neoneatal Ccphalic
Adult Cephalic
I ram-rica
Trans- vaginal_________

Trans-urethral
trsns-csoph. (non-Card.) _______ ______ ______

Musctjlo-skicl. (Convent.) _______ ______ ______

Musculo-skel. (Superfie.) _______ ______ ______

hstra-Iuriinal ________

Other (Specr) _____ ____ ____

Cardiac Adult _______ ______ ______

Cardiac Cardiac Pediatric _______ ______ ______

Trans-esophageal (card) _______

Other (specc.) _ _ _ _ _ _ _ _

Peripheral Peihea vessel ______________ ______

Vessel Otelv spc) _____ __________

N - new indication. Pn previouslycleared in Ki 110673
Conmbination ci cad, operating made. 11. M. PWI). and Color l1ioppler
OAmplitude Doppler (Color Rton% Angiographyt) 31) Imaging. Real Time'Tissue lElaslograpltv. Real Time Virtual Sonography

Add'inl Continens:
Stubscript Va: Includes imaging for guidance ofpetauncous biopsy 01horuil organs and structures (including amniocentesis).
Subscript "b": Includes imaging or organs and structtirc: exposed during surgery

(excluding ncurosurgefl- and laparoscopic procedures).
Subscript "c': Includes thyroid. panflhyroid. brest, scrotum, and penis.
Subscript "d": Includes thyroid. parathyroid. breast, scrotum, penis, and imaging for guidance of biopsy.
Subscript "c': Includes imaging for guidance of rmns-rctal biopsy
Subscript ,r': Includes im~aging for guidance of tanes-vaginal biopsy.

Subscript "g": For pediatric patients
Subscript If": Includes imaging for guidanee of trans-rectal biopsy.
Prescriion Usie Oat) (Per 21 (7kW 801.109)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of 0)1(1-, Office Oft1 1n c/1'0 Diagnostics and iRadilogical ~eal[th(gTft)

(IDivision Sign-Oll)
Division of Radiological HeIalth

0111ice of" III f'ilrc, Diagnostics and Radiological I lcaith
5 10(k)_
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Hitachi Malta Medical, Ltd.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

DeviceName: Hitachi Ariella 70 / Arietta S70 / Arietta V7O
Transducer: L64
Intended use: Diagnostic ultrasound imaging or fluid flaw analysis of the human body as follows:

ClinIa Application Mode of(Operalion _ __________

Cieneral Spec ific B M PWD CW() Color Combined- Other--
(Inrack I tonlv) (I racks I & Ill) IOoppler (Spec.)3 (Spec.)

Ophthalmic Ophthalmic ______

Fetl _______ _______

:tnl Imaging Abdominal Pa Pa pa pa Pa Pa
& Other Ini-opemulvi: (Snej.

Intro-oprotive I Neuo I _______

Ijoaroscopic- - - -

Pediatric P P P P P P
Small Otoan ISpec.) Pdt Pd Pd Pd P'd P'd
Neonatal Ccpholie c_____

Adult Cephalic ______

Trans-rectal
Trans-vaginal ________

Trans-urethral
Trans-esciph (noin-Cord.) ______ _____________

Musculo-skel. (Convent.) P, p p p I'P
Musculo-skel. (Swpertic. P P p P P P
Intra- luminal ________ ________________

Other (spot) I______ ______

Cardiac Adult _______ _______ _______

Cardiac Cardiac Pediatric ________

Trans-esophageal (card.) _____________

Other (speca I______ ______ ______

Pphera Perini vesel P, , P, P P p
Ves I Othe1r 1(spe.) _________ -______ _______

N m new indication. P =previously cleared in K I130308
-Combination of ech operating made. B. M. FWD, and Color Doppler.
0 Amplitude Doppler (Color Flow Angiography). Roal Time Tissue Elastography

Additional Comments
Subscript "a": Includes imaging lor guidance ofrpercutnntuus biopsy tirokiommal tirgans and structures (including amniocentesis)
Subscript 'l": Include% imaging or organs, and stnuctures c.\Fx,sed during surgery

(excluding neurosurger and lawauxupic protceduresl.
Subscript V' Includes thyroid. paratbsvrotd. breast. WcrotLim. andei
Subscript d" Includes thyroid. pararhvroiud. hreast. scrotn. pens, and imaging lhr guidance of bipsy
Subscript' c Includes imaging for guidance of trdns-rclal binpsy
Subscript T' Includes imaging for guidance ol trans-vaginal biopsy

Subscript g* For pediatrc patients
Subscript -h". Includes imaging tor guidance of urans-rectal biopsy.

Prescription Use On., (Per 21 ChR SO/109)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORN. Office of In Vitro IiagnStcS and Radiological H-ealth (01K)

(Division Sign-Oft)
Division of Radiological I lealth

Office or/n illo Diagnostics and Radiological IHealth
5 10(k)_
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUIND INDICATIIONS FOR LISEORM

DeviceName: Hitachi Arietta 70 / Arietta S70 Arietta y70
Transducer: S12
intended use: IDiagnostic ultrasound imaging or fluid hlow analysis ofithe human body as follows:

ClinicalI Application Mode of'Operation _____________

C~enent Specific B M PWD CWD Color Combined- Oth~er-
(Track I only) (Tracks I & Ill) Doppler (Sper. (Spec.

Ophtbharnic Ophthalmic ______

Fetal P P P P P P, P
Felal Imaging Abdominal P P P P P P P

& Other Intrai-openslive (Spec.) ____________________

Intra-riperative (Neum.) ______ _____________

Is itrosee ____________ _____

Pediatric P P, P 1' p' p P
Smnail Organ (Spoc) _____________

Neonatal Ceplialic ______ _____________

Adult Ccvholic P P P P I. P P
'rrans-rcctal ________ ________________

Iratts-vagmal
Trins-urethral ________________ ________

Trans-csop. (nun-Card _______ _______________

Mvusvulo-skel. (Cu'VeL I________ ________________

Musculo-skel. (Stiperlic'I________________ _______

Intr-luminal ________ ________________

Other (spot.) _______ _______ _______

Cardiac Adult P P P 1; p P P
Cardiac Cardiac Pediatric P P P' P p P P

Trans-esophageal (card.) ______ _____________

Other (spoc.) __ _ ____

Peripheral Periphertl vessel P P, P P P P
Vessel Ot1her (spec.) I______ I______ I______

N = new indication. P = previously cleared in KI 10673
-Combuition of each operating mode, B. M. PWD, CWD and Color Doppler.
~Amplitude Doppler (Color Flow Angiography), Tissue Doppler Imaging- 3D Imaging. 4D Imagine, Real Time Tissue Elastography

Additional Comments:
Subscript "': Includes imaging tor guidance olpercuwneoius biopsy ofoabdominal organs and structures (including amniocentesis).
Subscript "W. Includes imaging of organs end tructures ecqposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid. parathyroid. breast, scrotum, and penis.
Subscript "d'": Includes thyroid, parathtyroid. breast, scrotum, penis, and imaging for guidance trfbiopsy.
Subscript "C". Includes imaging for guidance of truns-rectal biopsy
Subscript I': Includes imaging for gidance of trans-vaginal biopsy.
Subscript "g ': For pediatric patients
Subscript "h": Includes imaging ror guidanvce of trans-rectal biopsy.

Prescription Usye Ondv (Per 21 CFR 801.1I09)

(PlEl'ASF DO0 NOT WRITE BELOW TIlS LINE-CONTINLIF ON ANOTI IER P'AGE if: NEE[DEDl))
C'oncurence of C!DKH. tllicc ol In Vitro Dilagnostics and RadiologIcal lcIl aFIR)1

(Division Sign-ORl)
Division ol'Radiological I Icaith

Office of'In Our-n Diagnostics and Radiological HeIalth
5 10(k)_

Page t0 ofl32
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Hitachi Ajoka Medical. Ltd.

DIAGNOSIC ULTRASOUNDINDICATIONSI:OR USE FORM

DeviceName: Hitachi Arietta 70 / Arietta S70 I Arietta V70
Transducer: VC34
Intended use: Diagnostic ultrasound imaging or fluid low analysis of the human body as Ililows:

Clinical Application Mode of Operation _______ ______

Genera) SpLcilc B M PWD CWD Color Combined- Other-'
(Track I only) (Tracks I & l11) Doppler (Spec) (Spec.)

Ophthalmic Ophthalnmic
Fetal P 1

Fetal Imaging Abdominal J ) J, JP - L.... .. J....
& Other Inim-operative (Spec.) ______

Intins-operative (Neon ______________ _____

Lopproscopic ______________

Pediatric .JP WL .JL - JL.... P.J .
Small Organ (SpM.) JP JP JP - *f *fP
Neonatal Cephalic ______________ ______

Adult Cephalic _______

Trans-rectal _______ _______ _______

Trons-vI~agil _____ _____ _____

Trans-urethrisl ______________

Tnmns-soph. (non-card.) _____ _________

Musculo-skel. (Convent.) _______ _____

Musoulo-skel. (Supyric.) _______ ______________

Intra-lumina)
Other (spc.) ______________

Cardiac Adult
Cardiac Cardiac pediatric

Trans-esophagoial (card) _______ ______ _______

Other (spec.) ____ ____ _____

Peripheral Peripherial vecssel ______________

Vessel Otlher (spec ) Gvneeological I P P P 1,____

N = new indication. P = previously cleared in K 110673
-Combination of cach operating mode. Bi. M. PWD. and Color Doppler.
"tAmplitude Doppler (Color Flow Angiograplivl. Tissue Doppler Imaging. 3D Imaging. 4D Imaging

Additional Comments
Subscript 'C: Includes imaging for guidance of percutaneous iopsy of abdominal organs and structures including amnioceuhesis)
Subscript b": Includes imaging of organs and sinictures exposed during surgery

(excluding neuroisurgery and taparoscopic, procedures).
Subscript "c: includes thyroid. panithyruid. breast. scrotum. and penis
Subscripi '"; Includes thyroid. parathymaid, breast, scrotum. penis. and imaging fror guidance of biopsy.
Subscript e": tncludes imaging for guidance of trans-rectal biopsy
Subscript "C: Includes imaging for guidance of trans-vaginal biopsy.
Subscript "S For pediatric patients
Subscript'li". Includes imaging for guidance of rns-rectal braps).

Prescription U'se Oniv (Per 21 CFR 801.109)

(PlEl ASE DO NOT WRIl1E1 BELOW Tl 11S LINI-CONiINLIE ON ANOTn IER1 PAGIE IF NEEDED)
Concurrence ol UR)H. tUltice ol In Vilra Diagnostics and Radiological Health (01K)

(Division Sign-OR)
Division of Radiological I Icaith

office or/n I n-o lDiagnostics and Radiological Health
5 10(k)_

Page I I of 32
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

DeviceName: Hitachi Arietta 70 / Arietta S70 I Arietta V70
Transducer: VC4 IV
Intended use: lDiagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode, of Operation _____________

General Spiecific Ii M PI ) CWI) Color Combined- Other--
(Tranck I only) (Trucks I & Ill) lDoppler (Spac.I isrk.)

Ophthalmic Ophthalmic ______ _______

Fotal P P P P P P
Fetal Imaging Abdominal __________ ______ _______

&Other ltua-onerntivc (Spec.) ____________________

Intra-openitive (Neuro.)
Laparosconic __________ ______________

Pediatric _______

Small Ornan (Spec.) I____________

Neonatal Cephalic _________ ________

Adult Cc Italic
Trans-rectal
I1rans-vagimtl P p' 1, I' 1'
Trans-urcihral
Trans-csoph. (non-Card.) ________

Musculo-ske. (Conven.) _____ __________

Mwsculo-sl. (Superfic.) ________________

Intra-lummal
Other (spec.) _ _ _ _ _ _ _ _

Cardiac Adult ______________

Cardiac Cardiac Podiatric _______ ______________

Trans-esophageal (cord.) _______ ___________

______________Other (spec.) _______ ______________

Peripheral Peripheral vessel __________ ______ ______

vessel Other (spec.) Gynecological P P P P P P
N =new indication. P- prevtiously cleared in K123R28
-Combination of each operating mode, B. M. 'WI). and Color D~oppler.
0 Am~plitude lDoppler (Color Ftlow AngiograplwY). 41) Imaging.

Add itioinal Commients
Subscript'au Includes imaging lbr guidance W* pcrculuneotis ips> of abdominal orgai% and strutu~ires (including amnioccifesist
Subscrit "b" includes imaging olorgaris and strictires exposed during surgery

(excluding neurosurger and lap~ari,%copic procedures)
Subscript 'c' includes thyroid. parathyraid. breast. scrotum, and pens
Subscript 'dt Includes thyroid, parathvrolid. breast. scrotum,. penis, and imaging for guidance of biopsy.
Subscript 'cV. Includes imaging for guidance of tranrs-rectal hiopsy
Subscript -4' Includes imaging for guidanceor truns-vaginal biopsy.
Subscript gC: Fat pediarc patients
Subscript "b". Includes imaging for guidance ofiruns-rectal biopsy.
Pnrscription Use Only (Per 21 CFR 801. 09)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence ol CDRH l-i01cc ol In Vitro Diagnostics and Radiological Health (01Rl)

(Division Sign-Oil)
Division oCRadiological Health

0111ce offIn Vitro lDiagnostics and Radiological I Icalth
5 1 0(k)_

'age I2of 3

5 10 (K) Premarket Notification - Arietta 70 Ultrasound Diagnostic. System and Probes Page 13



Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR UISEFORM

DeviceName: Hitachi Arielta 10 / Arietta S70 / Arietla V70
Transducer: C411,L47111
Intended use: Diagnostic ultrasound imaging or fluid flow, analysis of the human body as follows:

ClinI Application Mode of Operation _______ ______

General Specific B M PWD CWD Color Comibined- Other--
(Track I only) (Tracks I & lit) Doppler (Spec) (Spec.)

Ophthalmic Ophthalmic _______

Fetal ______________ ______

Fetal Imaging Abdominal _______

& Other Iimi-oocrati.- (Spoic)
hir-op luive (Nturo)_______ ______

[A paroscop ic
Pediatric
Smatl Oren (Spec.) I I_____

Neotrnal Ceithatic
Adult Caphalic _______

Trains-rectal Ph Ph Ph. Ph Pth Ph
Trans-vaginal ________

t rans-urethral _________________________

Trans-esoph.t(non-Card.) ___________ _______ ______

Musculo-skOl Convent.) _____________________

Musculo-skel. (Superic. I_______ _______ ______

Irtira-luininal ________

Other (spec.) _ ___

Cardiac Adult ______________ ______

Cardiac Cardiac Pediatric
[ rans-esophageal (card.)

Other (spie.) _______

Peripheral Perinhenl vessel _____________________

Vessel Other (specc.) _____________________

N - new indication. P previously cleared in KI 10673
Combination of each operating mode. B, M, PWD. and Color Doppler.

$*Amplitude Doppler (Color Flow Angiography). 3D Imaging. Real Time Tissue Etastography. Real Time Virtual Sonogapty

Additional Comments,
Subscript 'a": Includes imaging for guidance of percutaneous biopsy ofabdominal organs and structures (including amniocentesis).
Subscript "b": includes imaging of orgains and structures exposed during surgery

(excluding necuroisrgery and taparoscopic procedures)
subscript "c:. Includes thyroid, parathtyroid, breast, scrotum, and penis.
Subscript "If' Includes thyroid, parathyroid. breast, scrotum. penis, and imaging for guidance of biopsy.
Subscript &c: Includes imaging for guidance of tro,,s-riccul biopsy
Subscript "I" Includes imaging for guidance of mn-caglinl biopsy
Subscript "g* For Pediatric patient
subscript 'h" Includes imaging by guidance of trjns-rctul Miopsy.

Prcrtriphrnr (Ate OW., WPer 21(11 ? Sol. (191

(P1.F AS 1: DO0 Not WRITE BLbOW I'l I IS I ANI:-CONl H WE ON ANO-1- II F< PAGE I1: NEI:DED)
Concurrence 0f (11KM. 011ice (it In I lro- Diagnostics and Kadrologieal Health (01lK)

(Division Sign- Om
Division orRadiological Ihealth

0 nice oF III Vitro Diagnostics and Radiological Health
5 10(k)

Page 13 ofJ32
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC I ILTRASOL IND INDICATIONS FOR LUSE FORM

DeviceName: Ilitachi Arietta 70 / Arietta S70 / Arietta V70
I ransducer: 1351-2265-2
Intended use: l)iagnostic ultrasound i maging or Iluid Ilow analysis ol' the human body as flollows:

Clinical Appitcation Mode of Operation _______________

Genewral specific 11 M PWD) UWI Color Combined' Other''
(Track I onl1y) (Tracks It& 1ll) Doppler (Spec.t (Spec.)

Ophthalmic Ophthalmic ______ _____________

Fetal Imaging Abdom~inal _____________

& Othier Intra-opeirative (Spec.) _ ___

InInroperitive (Newn.) ___ ___________

lAnorosCop SC ______ ______ ______

Pediatric ________ ________________

Small Organ (Spe. t_______ _______ _______

Nonatal Cephal ic ________________

Adult Cephalic ______ ______

'Trams. rectl ________ _______________

Trans-vaginal _______ _______ _______

tIrans-urethral _________ _________

Inhans-eso ph (non-Card.)______ ______

Musculo-skel (Convent.) ______

Musculo-sAcl. (Supuric) ______

Intra-luminal
Other (spec.) ______ ______

Cardiac Adult P _______________________

Cardiac Cardiac Pediatric ______ _____________

'Irans-esophasieal (card I_________
Other (spec.) _______________________

Peripheral Peripheral vesl______________________

N = new indication P' previously cleared in K I123KR
'Combinatio ofwe operating mode. H. M. PVI). 'WI) and Color Doppler
**Amplitude Doppler IColor lo Angiogaphyl. Tissue tDoppler Imaging. 31) Imaging. 41) Imaging. Real Time TiSSueC Elasingraphy

Additional Commentts
Subscri "U". Includes imaging for guidance of percutaneous iopsy of abdominal Organs and structures (including amniocentesis).

Subscript "b Includes imaging of organs and structures exposed during surgery
(excluding neurosurgery and luparoseopic procedures).

Subscript "c": Includes thyroid, parathyroid. breat. scrotum, and penis.

Subscript "d": Includes thyroid. panithyroid. breast, scrotum. penis, and imaging ibr guidance of biopsy.

Subscript "c": Includes imaging for guidance of trans-roctal biopsy
Subscript 1': Includes imaging for guidance of trans-vaginal biopsy.
Subscript "g": For pediatric patiets
Subscript "h": Includes imaging for guidance of trans-rectal biopsy.

Prescription Use Ont)y (Pe 'I CPR 801. 109)

(PLEA SE: DO NOT Wit ITE 13 110W 1111 I IINE-CONINUIF ON ANOlI 11C R PAGl I1F N 11:)EDI)

(.oncurrcec ol CUD 11. 11-1c (it In hI rIJ Dagnosics and Radiological Ilicaltli 10GI K

(IDivision Sign-Off)
iDivision or Radiological I Icaith

0111cc ol'n itro Diagnostics and Radiological Health
5 10(k)_
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Hitachi Aloka Medical. Ltd.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USEFORM

DeviceName: Hitachi Arielta 70 1 Aritia S70 / Arietta V7O
Transducer: IJli-5293-5
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as olxs.

ClinicalI Application Mode or Operation ______ _______

General Specific 11 M '1WI) CWvI) Color Combined- Othck-
(track I only) (I racks I & I11) l)oppfer (Spec. ( Spec)

Ophthalm~ic Ophthalmic ______ _______

Fetal
Ietal Imaging Abdominal

& Other lntra-oricralivc (Spec.) _______

lmraoopcmlive (Neuro I
I aaroscnplc _______ ______________

'edjiric________________ _______

Small Orman I Spec.)__________________ ________

Neonatal Cephalic
Adult Cepholic _______

Trans-rectal ________ ________ ________

Trans-vainnal ________ ________ ________

Tnins-urethral _______ _______ _______

Trans-csoph. (non-Cant.) ____________

Mvusculo-skel. (Conventaj______
Musculo-skel. (Superfic.) _______

Intra-luminal _______ _______ _______

Other (spec.) _______

Cardiac Adult I ' I P P P _________

Cadic Cardiac Pediatric I_______ _______ _______

Trans-csonliajaal (card ) P P P P P P P

Oilher (spec. I________ ________

Peihrl Periphe'ral vessel _______________

Vesl Other (spec.) -1_____________________

N =new indication, P -previously cleared in K123828t
-Combination ofcach operating mode. B. M. PWD. CWI) and Color Dopplcr.
**Amplitude Doppler (Color Flow Angiognaplw). Tissue Doppler lInaging

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures (including amniocentesis)

Subscript "b": includes imaging of organs and stnuciures exposed during surgery
(excluding neurosurger and laparoscopic procedures)

Subscript "c" Includes thyroid. puatbvroid. breusi. scrotum, and penits

Subscript "d" Includes thyroid. parath~Totd, breast. scrtuun. punts, andi imaging for guidance of biopsy.

Subscript "e Includes imaging for guidanCC oftrauns-recial biupsy
Subacrpi "I Includes fiaging for muidance oltruns-vaginal biripsy

Subscript "g For pediatric patients
Subscript Ih Includes imaging lbr guidance o1 trans-recta biops)

Pmrrnuo U(Ar Onk (Per? 217FR 801. 09)

(PLEASE DO NOT WRITE BELOW Till S .INF-CONTINUIE ON ANOTHEI R PAGE IF NFEDI)
Concurrence tat CDKH-. Olice ta l n Viro Diagnostics arnd KadtolOglcul Health (UIK)

(Division Sign-Oil)
Division of Radiological I Icuith

Office ofrIn Vitro Diagnostics and Radiological Health

5 1 0(k)_
Page IS5of 32
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOLUND INDICATIONS FOR LISE FORM

DeviceName: Hitachi ArietLa 70 1 Arietta S70 I Arietla V70
Transducer: UST-52 126
Intended use: Diagnostic ultrasound imaging or fluid flow analysis ol'the human body as rollows:

Clinical Application Mode or Operation ______ _______

General Specific B M MyI CWD Color Combine- Olhcr"-
(Track I only) (Tracks I & 111 Doppler (Spec.) (Spec

Ophthalmic Ophthalmic _ ___ _____

Fetal _______

Feta imaging Abdominal _______

& Other hnr-opciative iSpec. ____________ ______

lntra-opcralive (Nearo.) _____________________

Laparoscopic _______

Pediatric ______________

Small Organ (Spec.) _____________________

Neconatal Cephalic
Adult Ccphatic _______ _______

ITrans-rectal __________________________

Trans-vaginal __________________________

Trans-urethral
Ilrg'-estph I non-(ard )

Musctglt-skel (Sttperlic
Intra-luminal _________ ________ ________

Otlher (spm.) _______ _______ _______

Cardiac Adult P 1, I' ? I' p' 1

Cardiac Cardiac Pediatric ______

Trans-esophageal (card.) P P P P p P I'

Other (spec.) _____ __________

N = new indication. P = previously cleared in KC 123828
-Combination of each operating mode. B. M. PWD. CWD and Color Doppler

**Amplitude Doppler (Color Flow Angiognaphv). Tissue Doppler Imaging

Additional LonmmnnLs:
Subscript "a" Includes imaging bor guidance of percutaneous biopsy of abdominal organs and sitjcl'res (including amniocentesis).
Suibscript "h': Includes imaging of organs and structures cxp~s~d during surgety

(excluding neurosturgery and laparsostpie procedtarcsl
Sulbscript "c Includes thyroid. parathyroid- breast, scrotum, and peis.
Subscript-d": Includes thyroid. parath -vroi. bn-asL scrotum.ens. and imagtng for guidance of biopsy
Subscript "c:. Includes imaging for guidance of trn-etlbiopsy
Subscript r: Includes imaging ror guidance of trans-vaginal bioipsy.
subscript 'g': For pediatric patients
Subscript hIt: Includes imaging for guidance of' trans-recta)l biopsy.

i'recriphion U/se Onh- (Per 21CE)? 801. 109)

(PLEASE DO NOT WRITE BELOW FI'll S 1.INE-CONTINL :ON ANOTI IIFR PAGE I F N EEDED)
Concurrence ol CDRl 1. (illie ofi I ire Diagnostics and R-adiological I Icalth (0IR)

(lDivision Sign-Oil)
Division of Radiological I leaith

Office of hi iin-v Diagnostics and Radiological I Icaith
5 10(k)-

Page 16 of32
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Hitachi Aloka Medical, Ltd.

DIAGNOSTICtJI.TRASOIINI INDICATIONS FOR 11SE FORM

DeviceNamec: Hitachi ArieLta 70 / Ariettla S70 / Arietta V70
l'ransducer: C41I
Intended use: Diagnostic ultrasound imaging or fluid nowv analysis olithe human body as Ilovs:

Clinical Application Mode of Operation _____________

General Specific B I PI)D CWD Color Combined- Other--
(Track I only) (Tracks I & 111) Doppler (Spec) (Sp"c.

Ophthalmic Ophthalmic ______ _______

Fetal _______ _______

Fetal Imaging Abdominal Pa Pa Pa Pa Pa Pa
&Other intro-opncnitivc (Spec.) _______ _____________

Introi-operative (Neuro.)________________ _______

I.aparoscopic ________ ________ ________

Pediatric P P P p p ps
Small Organ (Spec.) Pid Pd Pd Pd Pdt Pd
Neonatal Cephalic _______ ______________

Aduli Cephialic _______ _______ _______

Trans-rectal ________ ________

Trans-viinol _________

Tnsm-urcthral ______ _____

Traris-soph. (non-Card _______ ______________

Muscuto-skcl. (Conrit. P P P P P P

Muscuto-skc). (Superfic.) _______ ______________

Intra-luminal ________ ________

_________ COther (spoc.) -- _ _ _ _

Cardiac Adult _______

Cardiac Cardiac Pediatric ______ _______

Trans-esophagcol (card.) _______ ___________

Other (spec.)- - - ______

Peripheral Peripheral vessel I' P PI 'P
vessel Other (spec )______ _____________

N = net' indication P' = pruviotisl) cleared in K 1 30311X~
-Combination of each operating made. 11. M. 'WI) and Color Doppler
"Amplitude Doppler (Color Flowv Angiogmaphv). Real time Tissue lilasiography

Additional Coimme,,ts.
Subscript "a': includes imaging for guidance of percutaneous biopsy or abdominal organs and structures (including amnaocentous)
Subscript b: Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid. parothyroid. breast, scrotum. and peis.
Subscript -": Includes thyroid. parathyroid, breast, scrotum, penis, and imaging for guidance of biopsy,
Subscript "e": Includes imaging for guidanice of trairs-rcctal biopsy
Subscript-(I": Includes imaging for guidance of tanms-vaginal biopsy.
Subscript "g': For pediatric patients
Subscript 'I,': Includes imaging for guidance of trans-rectal biopsy.

l'rescripttion Use Only (Per 21 Ch R RI)). 109)

(P1 bASE DO NOl1 WRIlFE Ill lLOW 111 IS l.INI -CON-1] N Liii ON ANOI h ER PAGE I1: NI ;I:ID)
CToncurrence of DR (1)(. 01 lice oflIn I 1,-a tiagnostics and Radilogical I tealth (0I1)

(Div ision Sign-Ofl)
Division of Radiological IlIcuith

0111ce of/In Viro Diagnostics and Radiological HeIalth

Page? 1of 32
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR tJSEFORM

DeviceName: Hitachi Arietta 70 / Arietia S70 / Arieta V70
I ransducer: C412
Intended use: Diagnostic ultrasound imaging or fluid llow analysis ol the human body as fiollows:

Clinical Application ModJe ofOpcraiion

Cencral specific B NI I'WVD CWVI) Color Combined- Other-
(Track I onb) (Trock I & Ill) Do)ppler (Spec I tSpcc

Ophthalmic Ophthalmic _______ _______________

Fetal ________

Fetal Imaging Abdominal pa pa Pa Pa Pa Pa
L& Other Intra-opeitive (Spec') Pba Pb Pb Pb Pb Pb

lni-operative (Netir.) ________

Laparoscopic _______ _______

Pediatric V- P I P I' P

Small Organ (Spec I'Pd Pd Pd Pd P'd Pd
Neonatal Cephalic P I P P P P

Adult Ceplialic _______ _______

Trans-rcetal
Trans-vaginal _________________

Trans-u retimal _______ _______ _______

Trans-csoph. (non-Card)
Musetilo-skel. (Convent
Mvusetilo-skel. (Stperfic.) _________________

finira-Iwninal _______ _______ _______

Other (spec.)-- -

Cardiac Adult ____ _____

Cardiac Cardiac Pediatric ______ ____________

Trims-esophageal (card.)
Other (spec.)- - - -

Peripherl Prral aveslP P P P P P
Vessel Othr (pec) _______ ______ _____

N =new indication. P -previously cleared in K 130308
Coinbinai ion of each operating mode. B, NI. PWI1) and Color Doppler
*Am pl'tude Doppler (Color Flow% A ngiography . 3 D imati 1ng. Real ITine Tissue 1il-astography. Real T ime Vinual Sonograpity

Additional Comments
Subscript "a' Includes imaging for guidance otlpercutancous biopsy oftabdominal organs and sloicturcs (includingammri~cttsis)

Sulbscript 'h Includes imaging of organs and slnwturcs e.\postd during surgce
(escluding nesirnsurgcry and laparoscopic pri~n'dur-s)

Subscript "c. Includes thyroid. paratw roid. breami. scrotum, and pris

Subscript d:t" Includes thyroid, parathyroid, breast. scrotum. penis, and imaging for guidance of biopsy.
subscript "c'. includes imaging for guidance oftrstns-rectal bioipsy
Subscript T': includes imiaging for guidance of trans-vaginal biopsy.
Subscript "e: For pediatric patients
Subscript "hi": includes imaging for guidance of uams-rectal biopsy.

Prescription Use On!,, (Per 21 CFR 801.109)

(PLEASE DO NOT WRITE BELOW THIS LUNE-CONTINrIF ON ANOTHEFR PAGE IF NEE-DED)
Concurrence 0f CORN., Office ol In Vitro Diagnostics and Radiologicll llcflth (DIR)

(Division Sign-Off)
lDivision ofRadiological I lealib

Office of /a I'iu-o Diagnostics and Radiological Health
5 10(k)_

Page 18 of 32
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Hitachi Aloka Medical, Ltd.

DIAGNOSTICIII.TRASOL IND) INDICATIONS FOR USE FORM

DeviceName: Hitachi Arietta 70 / Arietta S70 / Arietta V70
Transducer: C35
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation _______ ______

Generfal specific B M PWD CWD Color Combined- Other'
(Track I only) (Tricks I & 111) Doppler (Spec.) (Spec)

Ophthalmic Ophthalmic _____________________

Feesl P P P P P Ps P
Fetal Imaging Abdtoramil P P P P P P P

& Other Inuix-opecniwe (Spec.) _______________

Intra-operative (Neuro I
lzparoscopic
l'ediairic p' 1 p' I, p' ? 1,__________

Small Orman tSpcci PC l'e PC Vc PC PC PC

Neonatal Cephalic _____ ___ ________

Adult Cephalic _______ _______

Irans-ritctl _________________

Tranis-wainad _______ _______

Trans-urethral-- -

frans-esoph. (non-Cand.) ______ _______

Musculo-skl. (Convent ) _____ ___

Musculo-skecl. (Supmric.) ______

Intra-luminald_________ _________

Other (spec.) ______ ______

Cardiac Adult _______ ______ ______

Cardiac Cardiac Pediatric _____ ______

Intns-esophogeal (Card.) _______ ______ ______

_________ Other (spec.)- - - -

Peripheral Peripheral vessel _______

Vessel IOther (spec.)- - - -

N new indication. P = previously cleared in KI 110673
'Conibinalion of each operating mode, B, M. PWD. CW D and Color D~oppler
- Amnplitude Doppler (Color Flow Angiognaphy). Tissue Doppler Imaging. 3D Imaging. 4D) Imaging. Real Time Tissuec Elastography

Additional Comments

Subscript "a": Includes imaging fr guidance offpercutaneous biopsy of abdominal organs and strucitures (including amniocentesis)
Subscript "b": Includes imaging of orgams and structures exzposed during surgery

(excluding neurosurgery and loparoseopic procedures)
Subscript "c" In~cludcs thyroid, porrothyroid. breast, scrotum, arid peais.
Subscript "d". Includes thyroid. parathyroid. breast. scrotum, penis. and imaging thr guidance of biopsy
Subscript ec Includes imaging for guidance of tranis-rctal biopsy
Subscript.....Includes imaging for guidance ofltran.-vaginal bmps'
Sultcrrpt g- for pediatric patitents
Subscript "h- Includes imaging tor guidance of trans-rctal biopsy.

i'rricripio 0)0 tisg (hi!tI' 21 C1-1? 01. 10)

(PLIASF. DO NOT WRITE BELOW TIllS IANE-C"ONTINIlE ON ANOTHEFR PACE IF NEEDED)
Concurrence ol CDI)RI. OlINUCe LinT I ira Diignosties and Radiological Ihealth (0DI()

(Division Sign-O11)
Division of'Radiological Health

Office of/In Vitro Diagnostics and Radiological Health
5 1 0(k)_

Page 19 o(32
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

DeviceName: Hitachi Arietta 70 / Arietta S70 I Arietla V70
ITransducer: C:221)
Intended use: lDiagnostic uilirasound imaging or fluid Iloxk analysis ol the human body as IbIlotvs:

Clinical Appliau... n M oo Operation ________

General specific It M I'MI) CWI) Color, Combined" Other-
(ITrack I only) ('track, 1& 111) Doppler (sme.) (spec

Ophthalmic Oph~thalmic _______ ______________

Fetal Jp JP PJ p J
Fetal Imaging Abdominal Pa. ...a.. .... a. E....... ....... a..... ........ a....

& Other mInr-apraive (SM.)______

ln-operative (Neuro.) _______ _____________

twrousconic _______

Pediatric
Small Organ (Spe.) _______

Neonta Ctphalic _______

Adult Cephalic _______ ______________

Trans-rectal _______ _______ _______

Irans-vagial ________ ________

Trans-urethral _______ _______

frans-,soph. (non-Card.) _______________

Musculo-skel. (Conven.)
Musculo-skel (Superlic.) _______

Intro-Intmmial ___________

Other (spe.) ______________

Cardiac Adult ________ ________ ________

Cardiac Cardiac Pediatric _________________

Trans-asophageal (card. I_______

Other (spec.)_ _ _ _

N = new indication. P = previously cleared in I 1I073
-Combination of each operating mode, B. M. PW D. and Color IDoppler.
* Amplitude Doppler (Color Flow Angiography). 3D) Imaging, Real Time- Virtual Sonorphy

Additional Comments
Subscript "a": Includes imnaging for guidance olpercutaneous biopsy of abdominal organs and structures (including amniocentesis)
Subscript Wb: Includes imaging or organs and structures exposed during surgery

(cexcluding neurosurgery and loparoscopic procedures).
Subscript c" Includes thyroid. porathyroid. breasi. scrotum, and pei

Subscript "d: Includes thyroid, paruthyroid, breast. scrotum, penis. and imaging for guidance of biopsy.
Subscript c:; Includes imaging for guidance or loins-rectal biopsy
Subscnp.,r: Includes imaging for gruidance or Inins-vaginal biopsy.

Subscript gS: For podiatric patients
Subscript 'I": Includes imaging for guidance or tans-rectal biopsy.

Prrscripfion Wse Only, (Per 21 CFR 801.109)

(PLEA SE 1)O NOT WRITE B ELOW 'ItHIIS .INE:-CONTIN L E ON ANOTHE FR PAGE II: NEEDI)
Concurrence ofl URlI. 171Ice Oln itro DIagnost Ics and RadiologicalI Ilealth (01I~T-

(Division Sign-Off)
Division ol Radiological I Icaith

0(11cc or/ln l'ire' Diagnostics and Radiological Hecalth

Pace 20 or A,
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Hitachi Aloka Medical, Ltd.

DIAGNOSTICtULTRASOUND INDICATIONS FOR USE FORM

DeviceNamec: Hitachi Arietta 70 / Arietta S70 / Arietta V70
Transducer: C25P
Intended use: Diagnostic ultrasound imaging or fluid flowv analysis ofrthe human body as Ibliows:

Clinical Application Mode or Operation ______ _______

Oeneral specific B M PWD CWD Color Combined- Other,.
(Track I only) (Tracks I & 1ll) Doppler (Spec') (Spec.)

Ophthalmic Ophthalmic _______ ______________

Fetal -I P I' P _ _ P

&Other Intris-operjnric (SrXy I _______ ______________

intra-operative INouo.)
laarosclipic
Pediatric
Small Organ ispec. I_______ _______ _______

Neonatal Copholic
Adult Cephalic _______ ______________

Trans-rectal
Trans-vaginal
Trans-urethral
Trans-csoph. (non-Card.) ______ _ ____ ______

Musculo-skel. (Convent.) _______ ______________

Musculo-skel. (Supertic.) _______

Intra-lurninal _______ _______ _______

Other (spec.)

Cardiac Adult _______ ______________

Cardiac Cardiac Pediatric
Trans-esophageal (card.)_______

Other (specc.) _____ __________

peripheral Peripheral vessel ________

Vessel Oiliecr (scec.) _______________

N =ne. indication. 1P = previoslyv cleared i K 11673
-Combination olIwch operating mode. It. M. 'WI), XVI) and Color Doppler.
--Anmplittide Doppler (Color Flov Angiograplly). 3D Imaging. Real l ime Virtual Sonogxaptty

Additional Comments:
Subscript "a": includes imaging for guidance ofpercutaenus biopsy ofabdominal organs arid structures (including amniocentesis)
Subscript 'b": Includes imaging of organs arid structures exposed during surgery'

(excluding neurosurgery arid laparoscopic procedures).
Subscript "c": Includes thyroid. parathyroid. breast, scrotum, and penis.

Subscript d't: Includes thyroid, parathyroid. breast, scrotum. peitis, arid imaging for guidance of biopsy.
Subscript -c*: Includes imaging for guidance of tranreca biopsy
SubscriptI.- Includes imaging ter guidance of urans-vaginal biopsy.
Subscript -g": For pediatric patients
Subscrit-h- Includes imaging for gtiidancee of trans-rectal biopsy

Preiscripr io Lse On~v (Per 21 CVR3ROI.109)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Coneurrence of CDRl 1.01C Ofic on Vurci UDragnostics and Radiological I Icalib (OIR)

(Division Sign-Onl)
Division of Radiological Health

Office ofr/n 1i/ro Diagnostics and Radiological I Icalth
5 1 0(k)_

Page2II ofJZ2
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Hitachi Aloka Medical, Ltd.

DIAGJNOSTIC ULTRASOLJND INDICATIONS FOR USE FORM

DeviceName: Hitachi Ariettia 70 / Arietta S70 I Aricita V70
Transducer: C4 IRP
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ______ _______

General specific B M PWD CWD Color Combined* Oihcrl-
(Track I only) (Tracks I & Ill) Doppler (Spet.) (Spc.)

Ophthalmic Ophthalmic _____

Foial_______ ________________

Fetal Imaging Abdominal _______ ______________

&Other hintr-opertivew (SMe.) _______ ______________

lnlrp-otpcrative (Neuro.) ____________________

La riorscopic
Pediatric ________ ________ ________

Small Organ (Spec.) ______ _______

Neonnual Cephalic _________________

Adult Cephalie ______________________

rrns-rccuiI l_______ ________ ________

'Irns-vaginal Il Ile Ile Il I Ile
inans-urethral Pf Pt, rr Pt PC Pf
rrans-caoph titn-rd)______ ______________

Musculo-stet. IConvcni I

Muscul.,-sel, (Superfic.) I_______ _______ _______

Inira-lunninal
Oither (spec.) _________

Cardiac Adult ________ ________

Cardiac Cardiac Pediatric ______ _______

Trans-esophalzcal (card.)
Othier (spec.)-- -

Pihrl Peripheral vessel ____________________

Vesl Other (spec.) _______ _______________

N =new indication. P =previously cleared in K 123828
-Combination olcoch operating mode. B, M, PWD. CWD ad Color Doppler.

*$Amplitude D~oppler (Color Flow Angiogiraphy), Tissue Doppler Imaging. 31) Imaging. 41) Imaging. Real l1imefissue lilastographw

Additional Commns
Subscript'0": Includes imaging ror guidance of pecrcutaneors biopsy of abdominal organs and structures (including aninocenlcsis).
Subscript "b" Includes imaging of organs and stni1CIrcs exposed during surgery

(ecluding neurosurgery -and laparoscopic procedures)
Subscript "c: Includes thyroid, paruthyroid. breast, sernium. and penis
.Subscript d' Includes thyroid. purathyroid. hreasl. scrotumn. penis. and imaging our guidance of ibopsy
Subicript e Includes i .. aging tor guidanicW truns-rectal humps

Subscript If: Includes imaging for guidance or trans-vaginal biolpsy
Subscript 'g": For pediatric patients
Subscript W% Includes imaging for guidance of trans-rectal biopsy.

Prvscripuw. Use Only (Per 21 CAR 801. 109)

(PLEASE DO NOl WRITE BELOWTI [IS tIN k-CONlINLI I ON ANOTI II :R PAGI I NIEEDD)
Concurrence ol CUR)1. 01 lice ol ft Vanro Dignostics and RfadJ-logical IlL Ic i 1

(Division Sign-Oil)
D~ivision of Radiological I lealib

Office of/i Vitro Diagnostics and Radiological IlleaLh
5 1 0(k)_

Page 22 of 32
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Hitachi Alaka Medical, Ltd.

DIAGNOSTTCIILTRASOL)ND INDICATIONS FOR USE FORM

DeviceName: Hitachi Arictla 70 / Arictia S70) / Aritla V70
'I ransducer: ('42K
Intended use: IDiagnostic ultrasound imaging or Iluid hlow analysis of the human body as Iiilows:

Clinical Application Modte of Openiti

tieneral specific fl M PWD CWI) (Color Conmhined- Oilier--
(Track I only) (Tracks I & 111) Doppler (Spec.) (Spec

Ophthalmic Ophthalmic _______ ______________

Fetal ________ _______ _______

Fetal Imaging Abdominal
& Other Intro-operative (Spec.) Pbl II', Pb Pb Ph Pbl

Int-operative (Neuro,)
Laparoscopic ___________ ______________

Pediatric _______ ______________

Small Organ (Spoc,) Pd Pd Pd I'd Id P'd
Neonatal Cephalic 1' P P P P P
Adult C'ephalic __________________ ________

Trans-rectal ________________ _______

Trans-vaginal _______ ______________

Trans-uretlusal ___________________ _______

Trans-csopb, (non-Card.) _______ ______________

Musculo-skel. (Convent.) I________________ _______

Muwculo-skel. (Superfic.) I______________

lntra-lunvnal
Other (sp0.) _______ ______________

Cardiac Adult _______ ______________

Cardiac Cardiac Pediatric _______ _______________

Trans-csophageal (cord I______________

Other (sprec.)- - - -

Perpeal PerpC a essel ________ _________________

N =new indication. P wprevitiuslt cleared in Xl 130308
-Combination of each operating mode. B. M. PWI) mid Color Dnppict
"Amplitude Doppler (Color Flow Angiographyl

Additional Comnments
Subscript *a": Includes imaging for guidance of pnrcutaneot's biopsy of abdominal organs ad structures (including amniocentesis).
Subscript 'b*: Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures)
Subscnipt "c": Includes thyroid. parahyroid. breast, scrotum. and penis.
Subscript "dt". Includes thyroid. poathyroid. breast, scrotum, penis, and imaging for guidance of biopsy.
Subscnipt "c- Includes imaging for guidance of' truns-rcctal bifopsy
Subscript "f-' Includes imaging (or guidance oftians-oginal biopsy.
Subscript "g": For pediatric patients
Subscript "h' Includes imaging for gtiidane of trans-rectal biopsy.

I'rescripflon Use Only (Pe'I CP('R 801. 16)

I PLEASE DO NOT WRITE BELOW"' TIllS L I NE-CONTINULE ON ANOTH IER PAGEL I F NELEDED)
Concurrence of CDUl 1. 0Ollice (i n Vfiro D~iagnostics and Radiological I lealth (OIR)

(Division Sign-Oil)
Division of Radiological I-Icalh

Omfce of In 'Uro lDiagnostics and Radiological I Iealth
5 10(k)_

Page 23 cr 32
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

DeviceName: Hitachi Arietta 70 / Arietta S70 / Arietta V70
Transducer: L34
Intended use: Diagnostic ultrasound imaging or Iluid 'lowv analysis of the human body as lfollows:

Clinical Application Mode of Operation ______ _______

Greneral Speci fic B M I PWD CWD Color Combined- Other-
(Tract: I n$)) fIrticks I & 1ll) Doppler (Spec.) (Spec.)

Ophthalmic Ophihlt ________________

I-ctal Imaging Abdominal 2L .a. PaJt.. . PJa. Pa.... Pa Pa
&Other Inira-opcralive (Spoc.)_______ _______

lnlraqlpenutive (Neuro ) ________

lzaparoscopic _______ ______________

Pediatric .. L PL Is.J W . .. J L 2 LJ .
Small Organu (Spec I Pd4 Pd fl . t I...'d... PLd JPo.t
Neonaw) Ccplie_________________

Adult Ceplialic _______ _______

Trans-rectal ________ ________ ________

Trans-vaginal _______ _______ _______

Trans-urethral________
Trsnosrisph. (non-Card.)
Musculo-skel. (Convent.) Jj ft Is J) Isa . P .. l....
Musculo-sket. (Superlic,) _______

Intra-Imninal ________ ________ ________

Other (sroc.) ______________

Cardiac Adult ________ ________ ________

Cardiac Cardiac Pediatric
Trans-csophagcefl (card.) _______ ______________

Other (spec.) _______ ______________

Vessel Othr s.) I_______ I_______ I_______

N - new indicaition. Is = previously cleared in K 130308
-Cormbination or each operating mode. B, M$. PWO. CW D and Color Doppler.

**Aimplitude Doppler (Color Flow Angiogniphy). 31) Imaig Real T ime Tissue Elastogruphy. Real lone Virtual Sointigraphy

Additional Coonmenbs
Subscript "a": Includes imaging for guidance of percutunel, biop%) of abdominal organ., and structures (including amniocentei)
Subscript hb Includes imaging of organs and iniciures exposed during surgery

(excluding ocurosurgen and iaraoscoptc provcduresfI
Subscript "c* Includes thyroid. parathyroid, breast. scrotun,. and penis
Subscript A' Includes thyr% oid. 1arathyroid. breast. scrotal,. pens, arnd imagilng lor guidance 01' htours.
Subscripi 'V includes iiiaging hrt guidance orf trans-roetl bboipsN
Subscript F', Includes imaging fr guidance ortons-vagitial biops>
Stibsripi g'e: For pediatric patients
Subscript "h : Includes imsaging for guidance 01 trans-rectal biopsy.
Prescription list Only (Per21/ CFR 801. 109)

(PLEASE DO NOl'WRITE BELOW TIll IS LINE-CONTIN UE ON ANOTI 11lii PAGE IF NEEDED)
Concurrence ol ClDtlN, Of lice ol In iro iagnostics and Radiological Health (01 R)

(Division Sign-O i)
Division of Radiological Health

0111ce ofhin Vitro Diagnostics and Radiological Ileniath
5 104 Q_
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULIRASOUND INDICATIONS FOR USE FORM

DeviceName: Hitachi Ariella 70 / Ariella S70 / Arietla V70)
Transducer: L441I
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Opemtion ______ _______

General Specific H M PWI) CWI) Color Com~bined- Other--
(Track I only) (Tracks I & 111) Doppler (Spin. (Spe"')

Ophthalmic Ophthalmic _______ ______________

Fetal _______ ______________

Fetal imaging Abdominal _______ ______________

&Other lnmw-opcraiv- (Spec._______ _______ _______

Immr-operative (Neuro )________ _______ _______

Lapproscopie ________________ _______

Pediatric I________ _______

Small Organ liv Pi I d Pd Pd Pd Pd I'd

Neonatal Cephalic ________________ _______

Adult Cephalic _________ ________ ________

Tra ns-rectal ____________________ _________

Trans-vaginal ____________________ _________

Trans-urethral ___________________________

I rans-esopIt. (non-Card ________ _______ _______

Mvusculo-skel. (Convent.) Pid Pid Pd Pd Pd I'd Pd
Musculo-skel. (Superfic.) _______

tnlra-luminal _______

Other (sipcc.) _______ ______________

Cardiac Adult ________

Cardiac Cardiac Pediatric _______ ______________

Trans-esophagcal (card _______ ______________

Peripheral Pterpel vssel Pdt Pd Pd Pd Pd I'd P
Vese Othe (se. ______ ____

N - new indication. P = previously cleared in K 123828
-Combination of tach operating mode B. M. PWD. CWID and Color Doppler
0 Amplitude Doppler (Color Flow Angiography). Tissue Doppler Imaging. 3D) Irmatging, Real Time Tissue Elastography. Real Time Virtual Scintigraphy

Additional Comments
Subscript 'a": Includes imaging for guidance of percutaneous biopsy of atdominal organs and stnjetures (includinig amniocentesis).
Subscript "b": Includes imaging of organs and structures exposed during surgery

excluding neurosurgery and laporoscopic procedures).
Subscript "c" Includes thyroid. parathyroid, breast, scrotum, and penis
Subscrnpi "ci Includes thyroid. paradw~roid. breast, scrotum, penis. and imaging far guidance or biopsy.
subscript "c. Includes imaging for guidance of tras-rectal biopsy
Subscipt 'I": Includes imaging for guidance: of trans-vaginal biopty.
Sul'scaipl "g" For pediatric patients
Subscript "If' Includes imaging for guidaticof tr-sreetal htropsY.

f'ewt~iI. (hdY (erl 21 R C S)4. liNI

(PLEASE DO NOT WRITL BE:LOWT riis ILINE-CONT INUI ON ANOIt ll.R PACE IF NlEIE)D)
Co-ncurrence of CDI)R1. (Illice ol/hi I i/t o lDiagnostics and Radoogtcal Heialth (01R)

(Division Sign-OWf
Division of Radiological Hlath

Office of i Vitro Diagnostics and Radiological I Icalth
5 1 0(k)_
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC LJLTRASOU.ND INDICATIONS FOR USE FORM

DeviceName: Hitachi Aricita 70 / Ariclla S70 / Arietta V70
Iransduccr: 1.55
Intended use: Diagnostic ultrasound imaging or fluid low analysis oflthe human body as lbollows:

Clinical Application Mode of Operation

General Stwcilic BI M PWAID CWI) Color Combined- Other--
(Track I only) (Trucks I & Ill) Doppler (Spec I (smc.)

Ophthalmic Op~hhalmic ______ _______

Fetal
Fetal Imaging Abdominal Pa Pla Pa Pa4 Pu Pa Pa

& Oither Iim-openstive (Spec.) _______________

Intra-penstive (Neuro.)
Loparoscopie c______ _______ _______

Pediatric P P P P P p P
Small Organ (Spec.) Pd P'd P'd Pdt Pd Pd I'd
Neonatal Cephalic ______________________

Adult Cephulic _______ _______ _______

Trans-rectal ________ ________ ________

Trans-vaginal _______ ______________

Trans-urethral _______ _______ _______

I rans-esoph. (non-Card I_______ _______

Musculo-skel. (Convent.) P, P I 'pPP

Museulo-slo:l. (Suprltic.) P P P P P P P
Intra-luminal ________ ________

Other I(spec, I___________ ____

Cardiac Adult _______ _______

Cardiac Cardiac Pediatric _______ _______________

Trans-esophageal Icard I ______ _______

Other (spec) ____ ___ _ _____

Peripheral lrn hEml vessel P P P P P P
Vesse Othr (spec. I___________ _____

N - new indicationt. P = previously' cleared in K 130308
OComhinution of each operating modie, 1I, M. PI ).CWIX and Color D~oppler.
*Amplitude D~oppler (Color Flow Angiography),ll) Imaging. Reatllime Ilissue FHastogriphy. Real Ilime Virtual Sonography.

Additional Comments:
Subscript 'a' Includes imaging for guidance of pecutaneous biopsy of abdominal organs and structures (including amniocernis)

Subscript "b: Includes imaging of organs and structures exposed during surger-
(excluding neurosuirgey and laporoscopie procedures).

Subscript "c Includes thyroid, parathyroid. breast. scrotum, and penis.
Subscript "d: Includes thyroid. parrnhyroid. revast. scrom,. penis, and imaging for guidance of biopsy.
Subscript *c Includes imaging lbr guidance or is-rectal biopsy
Subscript "I" Include, imaging oar guidance oftrans-vaginal biopsy
Subscript gS: For pediatric patients
Subscript 'h: Includes imaging For guidance of trans-rectal biopsy.

Prescription, (lie Only ('Per 2/ CFR ROI.l109)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PACE IF NEEDED
Concurrence ol CDI)RI. Offie at i Vitro Diagnostics and Radiological I7Icath (OR)

(Di% ision Sign-Om)
D~ixision or Radiological Health

0(11cc orIn Ii Urn Diagnostics and Radiological I lualth
5 10(k)-
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR 1.SF FORM

DeviceName: Hitachi Ariclta 70 / Aricrla S70 I Ariella V70
Transducer: L46K
Intended use: Diagnostic ultrasound imaging or fluid flowv analysis of the human body as Ibollows:

Clinical Application Mode of Operation _______

Cwneral Specific Bi M PWD ONI) Color Combinttl Other'
(Track I only) (Tracks I & i1l) Doppler (Speed (Spec.)

Ophthalmic Ophthalmic _______

Fetal
Fetal imaging Abdominal _______ _______________

& Oilier Intra-ojrerjtivt, (Spec.) 1111P Ph 1h Ph P

Intra-openilive (Neuro ) ________ _________________

Lana roscopic ________

Pediarric ________

Small Orgar, (Spec.) _______

Neonatal Cephalie c_____________

Adult Ce-phalic _______

Trans- rectal
rans-vaginal

Trans-urthral
Trans-esopli. (non-Cord.
Museulo-skel. (Convent.)_______

Mrjsculo-skel. (Superflec.) _______ ______________

Iniwa-lumninal _________

Other (spec.) I______________

Cardiac Adult _______ ______________

Cardiac Cardiac Pediatric ______

Trans-esophageal (card _______ ______________

Other (spev.y_______

N =g indicatton. P - previousdy cleared in K 1238128
-Cominatoiona ofech operating mode. 11. N1. ?WD). CWO and Color Doppler
*Ampltttide Doppler (Color Ilow Angingraphy). 31) Imaging, Real l ime Virtual Soiiography

Additional Commtients:
Subscript 'a" Includes imaging (or guidance of pcrcutancous biopsy of abdominal organs aid structures (including amniocentesis)

Subscript'b" Includes imaging or organs and structures exposed during surgery
(excluding neurosurgery and laparoscopie procedures).

Subscript V': Includets thy' roid. patlwrid. bresO. scrolum. and pents
Subscript *"d': Includes thyroid. porurhyrnid. breast scrotum, penis, and imaging far guidance of bipsy.
Subscriptu'V' Includes imaging for guidanceeor tmns-ral biopsy
Subscriptr~ Includes imaging for guidance of trans-vaginal biopsy.
Subscript "" For pediatric patients
Subscript'h" Includes imaging for gtiidnnce or trans-recial biopsy.

presrcription Use Only (Per 21 (FR 80/. 109)

(PLEASE DO NOT WRITE BELOW TI IS LINE:-CONTiNUE ON ANOTHER PAGE IF NEEDED)
Concurrence of (CDRI I. Office oflIn Vit-o ilagnostics and Radiological I Ic-aith (OIR)

(Division Sign-O1l)
Division of Radiological I le-alib

Office of/n lms- Diagnostics and Radiological I lealth
5 10(k) _ -
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

DeviceName: Hitachi Arietta 70 / Arietta S70 / Arietta V70
lransducer: S31
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as followvs:

Clinical Application Mode of Operation ______ _______

fieneral Specific B M PWD CWD Color Conmbined Othcr'
(Track I only) (Tracks I & Ill) Doppler (Spec) (SpecI

Ophthalmic Ophthalmic _______ ______________

Fetal Imaging Abdominal PL PJL .. 1. JL. P , 1)
& Other Inira-oiperative iSnoc )______________

Inra-opecrative (Neuro
l.a raiscpi
Pediatric JL. W 2 . .& . J L) 2L
Small Organ (Spec. I______ ______ ______

Neonatal Cepha lic J) JP JP JP L 2 . 1
Adult Cephialic _______ ______________

I rons-rectal
Trans-vaginal ________ ________ ________

Trans-urethral
I wats -Lsiph (non-Card
Musculo-skel. (Convcrn I________ ________ ________

Miisculo-skel, (Superlic I_______ _______ _______

lntra-lumnol ________ ________

Other (spec.) ____ _____

Cardiac Adult J) L. JL) L L . . 2 .
Card iac Cardiac pediatric PL 2L L. JL E . pL 1

Trans-esophagecal (card.) _______ ______________

Other (spec.) _______ ______________

pesiperal Pern"ru vessel___ 
_____________

N - new indication. P = previously cleared in KC 130308
-Conmbination of ach operatingirmode. B. M. PWD. CWDand Color Doppler.
--Amplitude Doppler (Color Flowv Angiogmaphy). Tisse Doppler Imaging

Additional Commrents
Subscript "a": Includes imaging for guidance offpecauneous biopsy- ofrabdominal organi and structures (including amniocentesis)
Subscripi "b" Includes imaging of organs and siruciures exposed during surgery

lescludine neurosurgcnv and Iaparisopic procedures)
Subscript "c" Includes thyroid. paraihyroid. breast. scrotum. and penis
Subscripi 'd Includes thyrosid. paratlivroid, breat. scrIAlur. penis. nd imaging riorguiaitncof biops
Subscripie Includes imaging for guidanet- of trans-rctal biopsy

Subscript T' Includes in-aging for guidance ol traits-vaginal biopwN
Subscript 'g" For pediairic patients
Subscript Ih": Includes imaging for guidance oftrans-rectal biopsy.
Prescription Use Onl, (Perl (F CR 801,.109)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE OIN ANOTHER PAGE IF' NEEDED)
Concurrence 01 CDIII 1, Office oli I Vitro Diagnostics and Radiological I lealth (OIK)

(IDivision Sign-Off)
Division of Radiological Health

Office of In Vito Diagnostics and Radiological Health
5 1 0(k)
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC LULTRASOUIND INDICATIONS FOR I ISE FORM

DeviceName: Hitachi AricLta 70 / Arictla S70 / Arietta V70
Transducer: S31 KIV
Intended use: Diagnostic ultrasound imaio laid hlow analysis of the human body as Ililows:

Clinical Application Modle of Operation _______________

Gencral Specific B ki PWD CWI) Color Combined- Other"-
Track I only) (Tracks 1 & Ill) Doppler (Sec. (Spec I

Ophthalmic Ophthalnmic _______ ______________

Fetal ________ _______ _______

Fetwl Imaging Abdominal _______ ______________

& Other lntro-orienative (Spec.) ______

Inta-operative (Neuro) Ph Pb Pb Ph Ph Ph Ph
Loparoscopic _______

pediatric
Smiall Organ lspcc.) ______

Neonatal Ccphalic ____

Adult Cephalic
I rans-rctal

Trans-vaginal _______

Trans-urethral
I rans-esoph. (non-Card.) _______

Musculo-skel (Convent I
Musoulok-skel. (Superfic.) I______________________

fintr-lurninal

Other (spec.) ____ ___ ______

Cardiac Adult _______ ______________

Cardiac Cardiac Pediatric _______

lrans-c tgcal (curd.) _________________

Other Ispec)I
Peripheral Peipheal vesel 

_______ ______________* VesselI [Oth(spec I_______

N = new indication. P= prviotislv clcared in KI 2382R
-Combinatinn oteach operating once. 13. M. PW[). CWI) and Color Doppler
04Amplitude Doppler (Color Flowv Angiograplhy)

Additional Comnments:
Subscript "a": includes imaging for guidance of percutaneous biopsy of abdominal organs and structures (including armocentesis)
Subscript "It": Includes imaging ororgans and stnuctures exposed during surgery

(excluding nctsrsurgerv and laparoscopic procedures).
Subscript "c": Includes thyroid. parathyroid. breast, scrotum, and penis.
Subscript "d'* Includes thyroid. paratisy roid. bwtasL, scrotum. penis. and imaging for guidance of biopsy.
Subscript "C: Includes imaging for guidance of trans-rectal biopsy
Subscript 'I": Includes imaging for guidance of trans-vaginal biopsy,
Subscript "&: For pediatric patients
Subscript-if Includes inmaging lbr guidance ol trans-rectal biopsy
Preserorio 14e Onis (Per) 21 CM 801. /09)

(PLEA SE DO NOT W RITE BEF.LOW ]'IllIS .INE-CONTINL I )I ON ANC nrIIER PAGE I F N EDIb D
Concurrence 01 ClK 1 . 01 lice ol In I hro Diagnostics and Radiological I le-alth (01 K)

(IDivision Sign-O11)
Division of Radiological Health

Office of/In Vitro Diagnostics and Radiological Health
5 1 0(k)
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOOND INDICATIONS FOR LISE FORM

DeviceName: Hitachi Arietto 70 / Arictta S70 / Arictia V70
Transducer: VL54
Intended use: Diagnostic ultrasound imaging or fluid llow analysis of the human hody as fibllows:

Clinical Application Mode of Operation ______ _______

Owncral Spa-cilk B M I'WI) CWD Color Conmbined- Otlher-
(Track I only) (Tracks I & Ill) Doppler (SIKx.) (Spec I

Ophthalmic Ophthalmic ______ _______

Fetal _______

rettil Imaging Abdominal 1, P P P P P
& Other Intra-opeicrtive (Spec _________

intra-openitivc (Neuro.
laparosctipic
Pediatric P P P P PP
Small Org~an (Spec.) PC PC PC PC PC PC
Neonatal Cephalic _ ____

Adult Cephalic ____________________

7 inns-rectril_________________
Trants-vaginal _________________

Trans-urcthral
Trans-eso ph. (non-Card.)
Musculo-skel (Conven I P Ps Ps P P P
Mtusculo-skel. (Superfik ) P I' 1' P P P
ita-lutnikal _______ _______

Oilier (spec') ________ _______

Cardiac Adult ____________________

Cardiac Cardiac Pediatric ________ _______ _______

-Trins-osoipltogmia (card.) ________________

Other (spec. I _ __ _

Peripheral Peripheral vessel 1' P P, P PP
Vessel O0ther (spec.) -_____ -_____ ------ I - 7_

N -new indication. P -previouisly cleared in K 110673
-Comhinuation orfech operating modie, H. M. PWI1). and Color lDoppler.
- Amnplittde Doppler (Color Flow Angiography). 31) Imaging. 41) Imaging. Rail o Tineissue Flastogrophy

Additional Ctomiments
Subseritu a. Include-s imaging for guidance of pcutansten biopsy of abdoinal organ . and sirueturcs inctuding amniocentesis)
Subscripi hb Includes imaging ofi tigans and structure, eposcd during surgem

texcludting ocurosurget) and laporoscopic prtocedtures)
Subscript C' Includes thy' roid. parathyroid. breast. scrotum, and penis

Subscript d" Includes thyroid. pwrathyroid. breast. scroltim. penis, and imaging 1kw guidance of biopsy.
Subscript c" Includes imaging for guidance of irins-remal biopsy
Subscript - Includes imaging for guidance of trans-vaginal biopsy.
Subscript "g: For pediatric patients
Subscript hIs: Includes imaging for guidance of trs-rectal biopsy.

Prescripi on User Only (Per 21 CFR S501.109)

(PLEASE DO NOT WRITE BELOW TI11 IS LINEL-CONIfINUEL ON ANO-1IIER PAGE I ' NEELDED)
Concurrence of CIDlH. Office ol In Vitro IlagnOst-ic-s-and l~adtological Health (01K)

(Division Sign-Oil)
Di% isin of Raditological I lcaith

Office of/n I *ii-v Diagnostics and Radiological I Icaith
5 10(k)-
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR UJSEFORM

DeviceNamc: Hitachi Arietta 70 / Arietta S70 I Arietta V70
Transducer: UISl-2266-5
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinica Application Mode or Operation ______ _______

General Specific 13 M PWD CWI) Color Combine- Oilier'-
(Track I only) (Tracks I & I1l) Doppler (Spmc (Spec)

Ophthalmic Ophthalmic ______ _______

Fetal _______

Feoal Imaging Abdominal _______ ______________

& Other Itra-1perai (SM.) _______

lnira-opcjative (Netiro.
La paros ccpic
Pediatric
Small Organ (Spec I ______ _______

Neonatal CenpwaliL ___ ________

Adult Cephalic ________ _______

Trans-rectal ________ ________

Trans-va coal
Vrans-urcibral _________ ________ ________

Trans-csonli (nets-Card )____________
Musculo-%kcl Convent
Mvusculo-skel. (Supverfic I_________
Intrit-lunminal ________ _______ _______

______________Other (spec.) ______ _______

Cardiac Adult ___ P _______ ______________

Cardiac Cardiac Pediatric ______ _______

Trans-esophaecol (card.) _ ____

Otlier spec.)_______

Peripheral Peripheral vessel p. ___________________

Vessel Other (spc.) ________________________

N = new indication. P -previously cleared in RI 23828
Combutmoroeach operating mode. B. M. FIND. CWfland Color Doppler.

*'Amplitude Doppler (Color Flow Angiography). Tissue Doppler Imagiiig 3D imaging. 4ID Imaging. Real Time Tissue Elasiography

Additional Consmentsm
Subscript '"' Includes imaging for guidance of pecutancous biopsy of abdominal organs and structures (including amniocentcsisl
Subscript "I': Includes imaging of organs and structures exposed during surgery

(excluding neurrosurgery and laparoscopir procedures)
Subscript "c": Includes thyroid, pamtliyroid. brcost, scrotum, and penis.
Subscript *d-h Includes thyroid, parthyroid. breaSl. scroum. penis. and imaging for guidance or biopsy.
Subscript 'V' Includes imaging for guidance of trans-rectal biopsy
Subscript "r: Includes imaging for guidance of truns-vaginal biopsy.
Subscript "g- For pediatric patients
Subscripi "Ib" Includes fiaging for guidance of trans-rectal biopsy%

Prrscri~rion Use 0,Ar (Per 21 CVR SrI/. I(19)

(PLEASE DO0 NffT WRITE B3ELOW TIS lINF-CONTINtJE ON ANoTiI ER P'AGE IF NEEDED)
Concurrence (il C JRI1. Ollive o in Vi Io ia)gnostics and Radlological I Icalth (0 R)

(Division Sign-Oil')
lDivision ol'Radiological HeIalth

office otiI/ Pro Diagnostics and Radiological Health
5 10(k)_
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Hitachi Aloka Medical, Ltd.

DIAGNOSTIC: lIARASOIINI)IND)ICATIONS FOR LUSE FORM

DeviceName: Hlitachi Arietta 70 / Aritia S70 I Aritla V70
Transducer: LIST-54 IS
Intended use: Diagnostic ultrasound imaging or fluid flow unalYsis of he human body as lbIlo~s:

Clinical Application Mode of Operation _____________

General Sptcilic B M Nv 0 CWD Color C'ombined- Other--
flrocL I only) (Tracks 1 & I1I) Doppler (Spec) (Spec I

Ophthalmic Ophthalmic _______

Fetal ____________________

Fetal Imaging Abdominal _______ ______________

&Other Intra-uneralive (Spec I N N N N N N
Inant-opertijy (Neuro)
Laparoscopic P Ps P P P P
Pediatric _________

Small Organ (Spec.) _____________

Neonatal Cephalie ______________________

Adult Cephl~aic _______ ______________

I runs -rectal
Trans-vaginal ________ _______ _______

Trans-urethal ____________ ______

Transcsnh (non-Cord.)______ _______

Musculo-skel. (Convent I ______ _______

Musculo-scl. (Suverric I ______ _______

lntra-lumanal ________

Other (spec.) _______

Cardiac Adult ________ _______

Cardiac Cardiac Pediatric___________________
Trans-csophageal (card 1 ______________

Other (spoc) I_______________

Vesl ter (spec') ________

N -newv indication. P =previously cleredz in K 130308
-Combinatio~n of each operating mode, B. M. VID. aind Color IDoppler.
--Amplitude Doppler (Color Flow Angiography), 3D Imaging. Real Time Tissue Elastogrophy

Additionat Comments:
Subscript "a*: Includes imaging for guidance of peircutaoneous biopsy of abdominal organs and structures (including amniocentesis)

Subscript 'b": Includes imaging of organs and structures ex~posed during surgery
(excluding necurosurgery, and loaroscopie procedures).

Subscript "c": Includes thyroid. porathyroid. breast, scrotum,. and penis.
Subscript -d": Includes thyroid. parothyroid. breast. scrotum,. penis, and imaging for guidance of biopsy.
Subscript ec" Includes imaging for guidance of trans-rectal biopsy
SubscriptI. Includes imaging for guidance of trans-vvginal biopsy
Subscript "g": For pcdiairic tint
Subscript "IV: Includes imagingU for guidance of ioans-rectal biopsy.

Prescription Use Onlv (Per 21 CFR 801.109,

(PLEASF DO NOT WRITE BElIOW T-ll1 L ,INE-CONTINUE ON ANOTHE1:R PAGE I F NEEDlED)
Concurrence of CL)RH. 0ltte of In Vitro Dtagnostics and Radiological Health (UIR)

(Division Sign-ont)
IDivision of Radiological I lealth

Office ol'in Iilr Diagnostics and Radiological Health
5 1 0(k I_______
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